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Call to Order, Conflict of Interest

and Opening Remarks

DR. KRAUSE: If everybody would take a
seat, I would like to start the meeting. I would
like to say good morning to everybody.k Thank YOu
for coming. Wevwill'try to start the public
testimony as close to 8:30 as possible for those
people who looked at the schedule to see what time
the public comment period would be. I don’t want
to rush things but I want to make sure everybody
who wants to speak who is on our list gets a
chance..

We are ready to continue the 60th meeting
of the General and Plastic Surgéry Devices Panel.
My name is David Krause. I am the executive
secretary of the panel. I aﬁ also a biologist and
a reviewer in the Plastic and Reconstructive
Surgery Device Branch, in the Division of General,
Restorative and Neurological Devices.

I would like to remind everyone to please
sign in on the attendance sheets which are just
outside the door. You can also pick up an agenda,
a panel meeting roster and information about

today’'s meeting at the tables just outside the

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666
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1 ||door. The information provided includes how to

W24 find out about future meeting dates through the

3 Jadvisory panel phone line, and also how to obtain
4 Jmeeting minutes or transcripts.

5 Before turning the meeting over to Dr.

6 dWhalen, I would like to read today’s conflict of

7 jinterest statement. The following announcement

8 [laddresses conflict of interest issues associated

9 lwith this meeting, and is made a part of the record
10 to preclude even the appearance of an impropriety.
11 To determine if any conflict existed, the
12 [agency reviewed the submitted agenda and all

13 {|financial interests reported by the committee

f14' participants. The conflict of interest statutes

15 |lprohibit special government employees from

16 (participating in matters that could affect their or
17 "their employers’ financial interests. However, the
18 jlagency has determined that participation of certain
19 members and consultants, the need for whose

20 |services outweighs the potential conflict of

21 interest involved, is in the best interest of the
‘22 jJjgovernment.

23 Therefore, a waiver has been granted for

24 Dr. DeMets for his interests in a firm that could

25 (potentially be affected by the panel’s

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington,-D.C. 20003-2802

(202) 546-6666 '
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recommendations. The waiver allowing him to

fparticipate fully in today’s deliberations involves

a contract to his employer and his consulting
"services with a competing technology firm. His
employer receives funding between $100,000.00 and
$300,000.00 per year on the contract that is
unrelated to today’s agenda. For his unrelated
consulting service, he receives less than
$10,000.00 a year. Copies of this waiver may be
”obtained from the agency’s Freedom of Information
Office, Room 12A-15 of the Parklawn Building.

We would like to note for the record that
the agency took into consideration certain matters
regarding Dr. DeMets and Dr. Miller. Dr. DeMets
reported an interest with a firm at issue, but in a
matter that is not related to today’s agenda. Dr.

Miller reported that his institution has a current

related involvement with a firm at issue. The
agency has determined that these individuals may
participate fully in the panel’s deliberations.

In the event that the discussions involve
any other products or firms not already on the
agenda for which an FDA participant has a financial
interest, the participant should excuse him or

herself from such involvement and the exclusion

735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666

‘ MILLER REPORTING COMPANY, INC.
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will be noted for the,recordj

With respect to all other participants, we

making statements or presentations disclose any
current or previous financial involvement with any
firm whose products they may wish to comment upon.

I would now like to turn the meeting over
to the Chairman, Dr. Whalen.

DR. WHALEN: Thank you, Dr. Krause. Good
morning. My name is Dr. Thomas Whalen. I am
professor of surgery and pediatrics at Robert Wood
Johnson MedicalkSchool in NewyB;ungwick;'Néw
Jersey.

Today our panel will be making a review
and update of previously approved premarket
applications which were approved in May of 2000.

Although we are in our second day of business as a

panel, I believe we have a considerably different
audience than we did yesterday, so we will ask our
panel members to reintroduce themselves to the
audience, acknowledging that these are panel
members who are giving of their time to help the
FDA in these matters, and I would also ask the FDA
staff at the table to introducé themselves as well.

Each person is asked tQ ihtrdduce himself

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666

ask in the interest of fairness that all persons =
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by name and state specialty and position title,

Istarting on my left with Ms. Brown, please.

MS. BROWN: I am Debera Brown. I am the
vice president of regulatory affairs for Broncus
Technologies. I am also the industry
representative for this panel.

DR. DOYLE: I am LeelLee Doyle. I am
professor of obstétrics and gynecology and
associate dean for continuing medical education and
faculty development with the University of Arkansas
for Medical Sciences, College of Medicine, and I am
the consumer representative on the panei.

DR. MCCAULEY: Robert McCauley, professor
of surgery and pediatrics, University of Texas
Medical‘Branch and chief of plastic surgery
services for the Shriner’s Burns Hospital in
Galveston, Texas.

DR. DUBLER: Ikam Nancy Dubler. I am an
attorney and the director of the Division of
Biocethics at Montefiore Medical Center, and a
professor of epidemiology and social medicine at
the Albert Einstein College of Medicine.

DR. CHOTI: I am Michael Choti, associate
professor of surgery and oncology, in the Division
of Surgical Oncology at Johns Hopkins Hospital in

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
‘ (202) 546-6666
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Baltimore, Maryland.

DR. NEWBURGER: I am Amy Newburger. I am

| . . . . ‘
a dermatologist in private practice, in New York.

I am an attending physician at White Plains
Hospital Medical Ceﬁter, I teach at St. Luke’'s
Roosevelt Medical consortium in New York.

DR. DEMETS: I am David DeMets. I am
professor and chair of the Department of
Biostatistics and Medical Informatics at University
of Wisconsin, in Madison. I am a statistician by
degree and I have'a long history and interest in
clinical trials.

DR. CHANG: I am Phyllis Chang, associate
professor in the Division‘of”PlaStic Surgery,
Department of Surgery, and Division of Hand and
Microsurgery, Department of Orthopedic Surgery at
the University of Iowa College of Medicine, in Iowa
City.

DR. MILLER: I am Michael Miller,
associate professor of plastic surgery at
University of Texas, MD Anderson Cancer Center.

DR. WITTEN: Celia Witten, division
director of the Division of Genéral, Restorative
and Neurological Devices at the FDA.

DR. WHALEN: Thank you aill. I would like

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.”

Washington, D.C. 20003-2802
(202) 546-6666
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to note for the record that the voting members

present constitute a quorum, ‘as required by 21 CFR
Part 14. At this point, I would like to turn the
meeting back to you, Dr. Krause, for a moment.

it DR.,KRAUSE: Thank you, Dr. Whalen. Just
for the record, I would like to say that Dr.
Miller, Dr. Chang, Dr. DeMets, Dr. Choti and Dr.
McCauley are voting members on the panel. Ms.
Dubler and Dr. Newburger are temporary voting
members on the panel for today’s meeting.

I would like to make some brief remarks
before we get into the main body of tbday’s panel
discussion. Today is the last meeting for a number
lof our distinguished panelists. It is the last
meeting for Dr. Whalen, our Chairman, and for Dr.
DeMets and Dr. Chang who are voting members. I
would also like to acknowledge that Dr. Joe
Boykin’s term has also ended. He was unable to
attend today. These paneliéts'have served this
panel with distinction for the past four years and
I would like to thank them for their service. I
would like to ask Dr. Witten to please make a few
remarks at this time.

DR. WITTEN: Thank you. We are very sorry
to be saying goodbye to our panel members who are

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666
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with us for the last time today. We rely on our

panel members for their expertise in helping us

Jjmake our regulatory decisions. Panel members give

their time to us to serve FDA and, in doing so,
serve public health in helping us make good
regulatory decisions. I am particularly sorry
about saying goodbye to the three people'at”the
table today.

I have a letter, singed by Linda Sudan,
the senior associate commissioner for
communications and constituent relations, which I

will read, the same letter to all the panel letters

fwho are leaving:

Dear Dr. Whalen, I would like to express
my deepest appreciation for your efforts and
guidance during your term as a member and chair of
the General and Plastic Surgery Devices Panel of
the Medical Devices Advisory Committee.

The success of this committee’s work
reinforces our conviction tﬁa£’fesponsib1e |
regulation of consumer products depends greatly on

the experience, knowledge and varied background and

{ viewpoints that are represent on this committee.

In recognition of your distinguished service to the

Food and Drug Administration, I am pleased to

MILLER REPORTING COMPANY, TINC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
) {202) 546-6666 h
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present you with this plaque, which is not enclosed
but will be coming separately.

I have the same letter for Dr. Whalen, Dr.

JIchang and Dr. DeMets and also for Dr. Miller. We

will be hoping to see you again as consultantswon
some projects in the future.

DR. KRAUSE: Thank you, Dr. Witten. I
would like to now turn the meeting back over to Dr.
Whalen.

Open Public Comment
DR. WHALEN: Thank you. We will now

proceed with the open public comment session of the

fmeeting. I would like to remind everyone who

wishes to address the panel to please speak clearly
into the microphone as the transcriptidﬁist,is
dependent on this means to provide an accurate
record of this meeting. In addition, if anyone has
printed copies of their remarks, if they could hand
them over to the table on my left, to the
transcriptionist, that would be deeply appreciated.
At this time, Dr. Krause has some
additional instructions for those who will be
testifying before the panel. Dr. Krause?
DR. KRAUSE: Thahkﬂyou, Dr. Whalen. I
have some instructions for those of you who will be
MILLER REPORTING COMPANY, INC.
735 8th Street, S'E.

Washington, D.C. 20003-2802
(202) 546-6666
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testifying to the panel this morning. We are

”“requesting that all persons making statements

during the open public hearing of the meeting

any medical device company, or if their trip to

this meeting has been paid for by someone else.

Before making your presentation to the
panel, in addition to stating your name and
affiliation, please address the following
questions. I will read the questions into the
record once so that we don’t have to do it when
every speaker speaks,_ The questions aréjas 
follows:

Question one, has your travel and/or
accommodations been paid for or will they be
reimbursed by somecne else? If so, please state
who .

Question number two, please indicate
whether you have financial ties, including grants

or other compensation, with industry or health

professional sociéties.
Question number three, piease indicate
whether you are a party to or a witness in a
pending lawsuit related to breast implants.
| Question four, do you derive a portion of
MILLER REPORTING COMPANY, INC. =~ ™
735 8th Street, S.E. =

Washington, D.C, 20003-2802
{202) 546-6666

14

disclose whether they have financial interests in
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1 |your income from surgical procedures using

“:Vf}Z? saline-filled implants or fromftreating patients
3 Jwith complaints that they believe are related to
4 |saline-filled implants?
5 I would like to have the attention of all
i6‘ the individuals who have registered to speak to the
7 |panel today. You have all been put in the proper
8 [order by Anne Marie. Anne Marie will direct you to

9 |the podium or, hopefully, she has given you some

10 Jinstructions. At this point, we are going to limit
11 jleveryone to five minutes. At the end of each
12 jpresentation, please stay at the podium in order to

13 ||lgive the panelists a chance to ask you any

14 jJquestions, if they have any questions.

15 I would now like to return the meeting to
16 ||Dr. Whalen.

17 DR. WHALEN: Thank you, Dr. Krause. We
18 jare required by law to allot one hour for public

19 ftestimony. Today, because of the nature of the

20 |topic that we are dealing with, we have decided to
21 allot two full hoursf I réalize,‘by thé naﬁure of

22 the-topic that we are dealing with and from the

23 |experience that we had as a committee two years ago

24 in dealing with the PMAs on this, that there are

'w25 some very deeply held convictions and sentiments

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666 o
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1 jabout this topic. So, I will apologize in advance

7 2£ if I cut you off at the five-minute limit,
y3yfacknow1edging the depth of your conviction about
4 jwhat you are speaking about. I am not trying to be
5 ||rude, but simply trying to accommodate everyone who
6 |wishes to speak on this topic today because of the
7 “number of people who have come forward wishing to
8 Jlspeak.
9 Also, I have been given an order of
10 |speakers that I will follow. I understand that
11 there may be some mild confusion about who was to
12 l|follow whom, but please bear with me on this. At

|
13 the end of going through everyone that I have had

14 [identified to me being called by name, I will have
15 an open announcement for anyone else wishing to

16 |Ispeak as long as we still have more of that

17 |two-hour time period for people to address the

18 [panel.

19 Therefore, the first person that I have

20 nidentified;is Ms. Arlene Nicole Cummings, from

21 JfImplantinfo.com. Is Ms. Cummings available?
22 [No response]
23 Very well. The second one is Ms. Tammy

24 ||Griffiths, representing herself.

25 MS. GRIFFITHS: Good morning. I would

MILLER REPORTING COMPANY, INC.
Washington, D.C. 20003-2802
- (202) 546-6666 .
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like to thank the committee for allowing me to
speak today. I come here today of my own accord--

| DR. KRAUSE: Could you excuse me a minute,
you weren’t here when I read the questions. There
are four questions you need to address before you
start. Let me read them again: Have your travel
or accommodations been paid for, or will they be
“reimbursed~by someone else? If éo, please state
who.

Secondvquestion,‘please indiéate whether
you have financial ties, including grants or other
compensation, with industry or health professional
societies.

Number three, please indicate whether you
are a party to or witness in a pending lawsuit
related to breast implants.

Question four, do you derive a portion of
your income from surgical products using
saline-filled implants or from treating patients
with complaints that they believe are related to
saline-filled implants?”

If you could just answer those guestions
before you start. That goes for everybody. Thank
you.

MS. GRIFFITHS: Sorry about that. No to

MILLER REPORTING COMPANY, INC.
!l 735 8th Street, S.E.

Washington, 'D.C. 20003-2802

7 (202) 546-6666
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all of the above questions.
I come here today of my own accord in
support of the continued use of saline breast
implants. My name is Tammy, and I am 38 years old

i
and the mother of four children, ranging in ages 5

to 13 years old. I have been married for 15 years,
and my husband and I own and operate a heating and
air conditioning company in Texas.

I received a breast augmentation in
January of 1999. Breast feeding four children had
“taken a toll on me physically, and the availability
of breast implants gave me an option. To me, this

was, indeed, a gift both physically and emotionally

lthat I have never regretted.

Prior to my children, I was very content.
with my breast size which was proportionate to my
small frame. However, I was through with my
childbearing years, and at the age of 34, I was
very unhappy wi;h the resulting shape of nmy
breasts. Nursing four babies had taken quité a

toll on my physique. With each ¢hild I would swell

from my normal 34B cup to a 36D cup. Once each
child weaned, I would return to the 34B cup but
each time with less 1lift texture than I had before.
After my fourth child was through'nursing,
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washingtén, D.C. 20003-2802
(202) 546-6666
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my breasts were once again a 34B only they appeared
depleted, flat and shapeless, and they no longer
felt firm. It was almost as if I had nothing at
all. I began working at the gym on ‘a regular basis
especially concentrating on my pectoral muscles,
trying to build them back up, but to no avail.
Then I tried a pair of silicone bran inserts to
wear underneath my clothing just so that it would
appear that I had breasts. However, when I looked
in the mirror and it was just me, all by myself, 1
remained unsatisfied with my look and began to
explore other options. The mirror did not lie.

My husband Randy and I bégan to consider
breast augmentation as an option. He was, and
still is, 100 percent supportive; We both started
reading everything we could find on the subject.

We read medical reports; we read opinions both for
and against the procedure. After research, we
considered all thé pros, cons, risks, rewards, side
effects, both physical and emotional. As with any
elective surgery, we desired to make an informed
decision and so we did.

After much‘diséuSSiOn; Raﬁdywtold me the
final decision was mine to make. He was happy
either way and was just satisfied that the medical

MILLER REPORTING COMPANY, INC. =~
735 8th Street, S.E.

Washington, D.C. 2000322802
‘ (202) 546-6666
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1 [procedure was a safe option. He continued to
. .2 |support me totally. I made the decision to have
3 surgery and have never regretted it. I located a

4 Jdoctor in my area and again asked many questions.

5 Once 1 was satisfied with the doctor, we

6 [[set a date and the surgery was completed without

~

incident. I now have Mentor saline implants. I am

w ‘

slightly larger than I was prior to having children
9 | but, most importantly, I feel better about myself

10 |Inow than I did prior to surgery.

11 I can tell you that this is one of the

12 ||best decisions or gifts, if youkwill, tﬁat I‘could

13 jhave given myself. I am now three and a half years

14 | postop and very happy with my results. I have

15 Jfound myself feeling even more confident as a woman

16 when I am in a business suit, a swimsuit or just
17 flattending a PTA meeting dressed in casual,

18 Jconservative attire. I truly believe I am a wife
19 and a mother who is not only well adjusted in her
20 life, but a wife and mother who is also

21 |self-confident in her physical appearance wherever
22 T happen to be.

23 In closing, I would like to say that I

24 |feel it is most important that breast augmentation

25 Jwith saline implants continue to be an option for

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washlngton, D.C. 20003- 3802
‘ (202) 546 6666




sqg

VL

J;Q ,

11

12

13

15

16

17

18

19

20

21

22

23

24

25

1

21
all women, whether they are cancer survivors,
lwhether they need some other type of
reconstruction, or if they jﬁst want something
different. Given good information and QOod medical

care, saline implants are not only a viable

solution for a variety of circumstances but they

are safe as well, in my opinion. Thank you.

DR. WHALEN: Thank you, Ms. Griffiths.
"Are there members of the panel who have any
questions?

[No response]

Thank you very much. Before the next
speaker is called for, just to remind people--I
certainly wouldn’t remember all those four
questions, so if anyone gets up to the podium and
needs a prompt for the four gquestions, just
indicate that to me and I will be happy to give you

the topics of each of the areas that you need to

;“start off with. Also, to answer those_ques;ions

obviously isn’t part of your five minutes. The
next identified speaker is Ms. Denise King.

MS. KING: In answer to all of your

f questions, the answer is no. Thank you for the
privilege of allowing me to speak today. My name
is Denise. I am 43 years old and have been married

MILLER REPORTING COMPANY; “INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802

(202) 546-c666 -
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for 22 years. My husband and I have 6 children,
ranging in agés from 17 to 7 years.

After nursing all of my children, some for
as long as 18 months, and losing the large amount
of weight that I had gained due to six pregnancies,
my breasts were left deflated, hollow looking.

They looked as though they belonged to a woman
twice my age. It was both physically and
emotionally uncomfortable to have the upper part of
my body in .this condition because I have worked so
hard to maintain my weight.

After a lot of thought, research and
extensive consultation with a board-certified
plastic surgeon, after several discussions with
other women that had had breast augmentation,
asking both what they did and did not like about
implants, on August 7 of 2001, and with the full
support of my husband, I underwent a five-hour
surgery to reconstruct my breast with an anchor
style 1lift and under the muscle placement of saline
implants. I received nothing less than excellent
care from my physician both before, during and
after my surgery.

I have followed my doctor’s instructions

to the letter. I see him every 12 weeks so that
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any possible problems may be detected quickly. 1In
the past 11 months I have been asked sevefal'times
if I have ever regretted having the surgery. My
answer is that there are no regrets because this
was something that I didffor my self-esteem.

In closing, I would like to say that I
believe that every woman should have the right to
decide for herself whether she wants to pursue
changing her shape through breast augmentation. It
is also my belief that women need to have available
to them as much information about implants and the
surgical procedure as possible, enabling them to
make a well-informed decision. Thank you again for
your time.

DR. WHALEN: Thank you, Ms. King. Any
questions? [No response]

Thank you very much. Next is Ms. Cheryl
Valput.

MS. VALPUT: No to all the four questions.
Good morning. I would also like to thank the
committee today for allowing me to speak. My name
is Cheryl Valput. I am 45 years of age, reside in
Ohio with my husband of 22 years and two daughters,
ages 19 and 16. I am a full-time mom and business
owner of a real estate company with my husband.
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1 ' I had breast augmentation done three years

2 Jlago, in Cleveland, Ohio by Dr. Richard Dowden.

3 This was one of the best decisions that I have made

4 in my life. I am not a model, a dancer or a movie
5 star but I felt that this was something I needed to
6 Jdo for me. I came to this decision for myself

7 ||because I had to balance a difference iﬁ my breast

8 lsize. I felt uneven every time I looked in the
9 |lmirror. I was tired of stuffing one side of a bra,
10 |making sure I looked normal in a bathing suit. My

11 |Jself-confidence was low and I knew that I had a
12 Jjchoice in the matter to change my appearance.

13 I did research for over six months and

\"\m-; 4

14 jread everything I could about breast implants, the

15 good and the bad. I finally décided that I was

16 either going to proceed with the surgery or put it

17 out of my mind for good. I deserved to look my

18 |best and called Dr. Dowden. I have salinewk

19 ||lanatomical McGhan’s shaped implants under the

20 muscle. I went from an A cup to a C cup and

21 ||finally they were both the same size. Looking in

22_ the mirror wasn’t so bad after all.

tzé | After surgery I could wear the clothing I
24 desired and my self-confidence has been at its

©25 |lbest. When you feel so good on the inside, it is
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1 fhard not to feel“beautiful on the outside. This isg

"2 Ja very personal decision I made, alopgiwithmmy
3kdhusband’sHsupport every step of the way.
4 ' For me, to stand and speak in front of the
5’ committee today took some thought. I don’t talk

6 |about this with everyone. My own parents and

7 ||sisters haven’t been told about my surgery, but I

8 lfeel very strongly about having the choice of
“getting breast implants. It is not because I an

10 trying to hide anything, but it is a decision that

11 jhad to be made for myself. Taking that choice away

12 froﬁ women éould not, and wéﬁld not be’right. ‘We’

13 color our hair; fix our teeth; choose the car we

“wj 14 |lwant to drive; and change our eye color. We have
15 the right to change our breast size and shape if we
16 choose to.
17 I haven’'t had any complications and I am
18 | fully aware of the risk of implants. " The decision
19 jof this must rest on the balance between how
20 [lstrongly you want the benefits versus how worried
ZI‘ you are about the risk. Life is a risk, but I
22 Jlwould rathet go through life looking and feeling
.23 this way than without that. Thank you.
24; DR. WHALEN: Thank you. Again, no

25 [questions?
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[No response]

Thank you very much. Next is Ms. Melanie
Palmer.

MS. PALMER: The answer to all your
questions is no. Good morning. My name is Melanie

Palmer. I am 46 years old, from Ohio. I have a
husband, Tom, and tWO'childfeﬁ ageskls and 20.“
Thank you for allowing me to speak to day on behalf
of women who are seeking the possibility of breast
augmentation.

Breast augmentation is not only a medical
decision‘but a personal one. The perception we
have of ourselves defines who we are and how we
introduce ourselves to the world. Breast
augmentation can help individuals who feel the need
to project a better outward appearance and results
in increased self-esteem and personal satisfaction.

As with any surgery, there are always
risks as there are with breast augmentation. When
deciding on breast augmentation or any other
surgery, you need to weigh the benefits and risks
as well as expectations. You want to madke sure you
are making this decision for yourself and not for
anyone else. Yéu;mu3£ffealize somethingfforeign is
within your breast and:that‘over time complications
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1,vcouldkhappen, as with any surgery.

iy When I approached my husbaqd:ébput breast
3 Jaugmentation he was totally supportive‘df,my
4 |lldecision, knowing I had thoroughly researched the
5 |[[procedure and having full knowledge Of,what the
6 |pros ang cons Qf the surgery could entail. 1 '
7 Jconsulted with two certified piastic surgeons, both
8 Jof whom were equally knowledgeable in their
9 ||professions, making me feel quite secure in my
10 |decision.
11 After all of my research, I was made aware
12 jof the fact that my implants could rupture and may

13 not last forever. At informational web4sites,’such

Wfif as FDA.gov and Implantinfo.com, by Nicole, I

15 [learned that I was at risk for capsular

16 [contracture, rippling, infection and other

17 complications. Despite these risks, I decided the
18 [[benefits outweighed the disadvantages. This was a
19 |personal choice made by me and my husband, not by
20 society governing our decision. Once all the

21 Joptions and any results were researched it was

22 Jfultimately my decision.

23 I still feel,the decisionQOf:breast

24 Jaugmentation was the right choice for me, even

25 fthough it has only been one year and ten months
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ago. I have no regrets and when asked would I do
it again, my answer is a definite vyes. ‘Has it made
me feel better about myself? Yes, in ways only a
woman can feel from the inside out. Thank you.

DR. WHALEN: Thank you. Are there any
guestions?

[No response]

Thank you, ma’am. The next speaker, and I

apologize if I mispronounce your name, is Dr.
Joseph Bubinak.

DR. BUBINAK: Thank you, Mr. Chairmanvand'
all members of the advisory panel. I answer no to
all four gquestions. I am a board-certified
hematologist andkmedicalﬁdﬁéﬁlogist. My
undergraduaté trainingwled’to degpees‘in‘mechanical
engineeriﬁg and science. I retired from active
practice two years ago.

One year ago, a former patient with a

history of ruptured breast implant and a low

platelet count called and said she was told that
she was, quote, full of platinum, unqgquote.
Excessive platinum was found in skin, subcutaneous
tissue, blood, urine and subsequently bone marrow.
This interested me because I have treated patients
with platinum-based chemotherapy since 1976. A low
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platelet count is a frequent side effect. The
first chemotherapy agent was cisplatin, which is
also mutagenic, carCinogenic,rleukemogenic and
teratogenic. Platinum has been found in the milk
of patients treated with platinum compounds.

There is little information in the medical
literature regarding an association of platinum
with breast implants. Unfortunately, not everyone
has a good result. ‘Inférma£i6n>dbtéined ffom’mény
sources, including interviews with patients,
physicians and researchers, reveal that some
implant patients develop a variety of systemic
complaints including malaise, hair loss, peripheral
neuropathy which is sometimes disabling, loss of
short-term memory, rash and other allergic
manifestations, respiratory systems, constipation
and anorexia, just to name a few. In short, these
are the same side effects people treated with
cisplatin cytotoxic chemotherapy experience.
Increased intensity of systemic complaints commonly
follow gross rupture of the implant.

I was astounded to learn that the catalyst
used to manufacture the silicone for silicone gel
and silicone elastomer for both gel—filied and

saline-filled implants was platinum chloride, a

£
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highly reactive molecule and precursor to the

jchemotherapy agent cisplatin. The chemistry of the
B

polymerization process says that the platinum in
ideal proportions is reduced to its inactive
elemental form. This, however, does noﬁ correlate
with the amount of platinum found in tissues both
proximate and distant from the implant site.

Two independent researchers now have found
platinum in excessive concentration in tissues.
Capsule formation around the implant, a frequent
complicating event, tells the world thaﬁ this
device is not inert. Even without considering the
seepage of low molecular weight silicones, the
migration of reactive platinum alone can explain
capsule formation.

One package insert states that the
literature suggests that radiation therapy may
increase the likelihooduof"capsular contracture,
necrosis and extrusion. I have witnessed this
first hand. 1In this regard, you should understand
that platinum-based chemotherapy is commonly used
explicitly to sensitize the target tissue to the
effects of radiation therapy.

In conclusion, systemic systems do matter
and must be listed as potential side effects in the
MILLER REPORTING COMPANY, INC.
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package insert when patients are expected to give
infoimed consent. - Likewiée, reports of symptomatic
improvement in patients following explantation must
also be included. Despite almost 40 years of
clinical experience, there is nétkone;good,'solid,
prospective epidemiologic study aVailable. The
largest study that I saw was a retrospective study,
just last year, and that study showed increased
risk for respiratory and brain cancers, and a
non-significant increased risk for leukemia of
various types.

Milk from implanted mothers needs to be
tested for bound and unbound platinum. Reliable,
generally accepted methodology for determining free
and bound levels of platinum in any tissue must be
developed with all speed. Analysis for platinum
DNA must be made available if other critical =~
questions are to be answered. Long-term ex vivo
testing of implants, subjected to realistic
stresses while immersed in physiologic biologically
active media at 37 degrees, are needed.

Last, from a pure engineering perspective,
considering the failure and complication rates, I
wonder what reasoning‘cduld'haVe‘léd to the
approval of these devices. Reasonable assurance of
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safety and effectiveness--no one would argue
against the beneficial psychological effects a
positive body image will giye. ‘Safety”mgans
unhurt, secure from any harm.

I urge this panel to approve only products
that are truly safe and effective for all who
desire them. Thank you.

DR. WHALEN: Thank you, doctor. Any
questions??

[No respopse]

Thank you. Next, Ms. Kim Hoffman.

MS. HOFFMAN: My name is Kim Hoffman. I
am a party to litigation, and my answexr is no to
the rest of the questions.

Ladies and gentlemen of the panel, I
commend you for your due diligencé in participating
in this meeting and ensuring that your concerns and
recommendations regarding the approVal of saline
breast implants are being handied'approprigtely.”,I
hope my testimony today will outline the importance
of your‘continﬁed diligence and careful scrutiny of
information that is provided to you, and perhaps
you will consider that important information has
been withheld from you. I am happy to provide you
with supporting documents, including my testimony
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before the United States Congress last November on
this issue.

I am here today to get severalkissues on
record and to make the panel aware of information
which may affect,yourwbpinion of the saline
implants that were approved two years ago. I am
deeply concerned that a lot of essential
information was withheld from the panel in 2000,
and I question the accuracy of the data you did
receive.

For example, Dr. Bobby Purkait, Mentor'’'s
director of research, testified to the'banel about
issues involving betadine use with implants. If
you review his testimony and compare it to
information in the 1997 FDA 483 inspection report,
you will find he misrepresented the facts to you.

Furthermore, at the time this panel
reviewed Mentor’s PMA in March 2000, Mentotr was ==~
under an open criminal investigation for
allegations of serious irregularities in breast
implant studies and other issues involving the
integrity of Mentor and their products. Did the
FDA make this panel aware of the investigation and
the issues involved in the investigation?  The
Chairman of the House Commerce Committee felt this
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important enough to write a letter to the
Commissioner of FDA asking why the FDA would even
proceed to panel under such circumstances.

The story broke in USA Today in March,

2000. Mentor’s lead counsel made a public
statement denying the issue under investigation.
The false statement made by Mentor’s representative
caused extreme fluctuations in stock prices.

Given that Mentor lied to the public about
the criminal investigation, and the investigation
involves allegations of serious irregularities in
breast implant studies, should this advisory panel
trust the integrity of the data supplied from
Mentor? Why should the FDA trust the integrity of
the data? Especially since the data that was
presented was problematic to begin with and because
two FDA employees with knowledge of the issues
involved in the criminal investigation recommended
the application integrity policy.

Numerous informants have reported product
defects and coverups by the company resulting in a
criminal investigation tﬁatjwas opened nearly four
years ago and remains open today. All of these
issues should have been resolved and the criminal
investigation concluded before this panel was asked
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to review the PMA data frbm this company in 2000.
Since that didn’t happen, I wanted to make sure you
were notified about this today.

Many of the allegations that were raised
in the criminal investigation have implications for
the safety and efficacy of breast implants. For
example, fraudulent manufacturing records subvert
the ability of the FDA to review certain safety
issues like platinum or polyurethane contamination,
and fraudulent study data subverts the ability to
review efficacy.

I would like to briefly addreSS‘the issue
of informed consent. Unfortunately, patients have
not been made aware of the numerous problems and
violations of good manufacturing practices found
lduring FDA inspections at Mentor, in addition to
the violations alleged by industry insiders. In
fact, FDA has been denying the public’s requests
for these reports when requested under the Freedom
of Information Act. I hope the FDA has at least
provided these inspection,repdrts to this panel,
and that in the future this panel will ask to
review all FDA 483's and EIR'’s for a company as
part of the PMA review process,' It is my

understanding that Mentor has had yet another bad
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inspection report since the approval of saline
breast implants. Again, I hope you will ask the
FDA for this information.

I would like to end by reading some quotes
for a deposition of Mentor's former vice president
of marketing. Ms. Altavilla is talking about the
difference in contracture rates between smooth and
textured implants. She states that textured
implants significantly reduce the capsular
contracture rate, from almost 60 percent to almost
five percent. However, she went on to say that the
textured implants had another problem, they
wrinkled 100 percent of the time,with patients. My
understanding is that wrinkling leads t¢
crease-fold failure.

Does the data suppliedAto‘yogr%nd;éatewa“
60 percent contracture rate with the use of smooth
implants? In another unpublished study, done by
Mentor’s product evaluations department, it was
found that Siltex or textured implants have a five
times greater deflation rate than smooth implants.
Does the data you have received reflect that? Do
the consent forms?

Two years ago members of this advisory
panel expressed concerns that patients,ﬁeed better
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informed consent. Unfortunately, the panel itself

§|did not have all the information they needed and

neither do the patients. I think the panel now has
to question whether the information provided by the
manufacturers can be trusted, and must ask the FDA
what efforts have been made to check whether the
data is accurate. With all due respect, I urge vyou
to carefully scrutinize all information received
from Mentor Corporation.

At the last panel meeting, some members
marvelled that women wanted breast implénts despite
their high complication rates. Did the panel
consider that women are not clearly informed about
the high complication rates? Plastic surgeons at
the meeting repeatedly stated that the rupture rate_
waé very low, despite clear research data to the
contrary.

I hope you will review the material I am
supplying in the form of written testimony, and I
hope you will give serious consideration to the
issues raised and the impact it will have on public
health, not just for breast‘implant‘reCipients but
for their faﬁily'mémbers and the cost of’medicalk,
care in this country. Thank you.

DR.‘WHALEngLThankhyou- Any Quéstions for
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Ms. Hoffman?

[No responsel

Thank'ybu. Each of the six individuals we
have heard from thus far have been representing
themselves. We now proceed to various individuals
who have identified that they are speaking on
behalf of certain organizations. The first is Ms.
Margaret Volpe, from the Y-ME National Breast
Cancer Organization. Ms. Volpe?

MS. VOLPE: As you said, I am representing
Y-ME National Breast Cancer Organization. Y-ME has
received a minuscule amount of funding from
manufacturers in the past, and the answer to the
remainder of your questions is no.

Thank you for allowing’me'tokpresent a
statement to the advisory panel. Y-ME is committed
to providing support and accurate information to
empower individuals touched by breast cancer so
that they can select, in conjunction with their
healthcare provider, the most appropriate options
for themselves, including options for breast
reconstruction. Options give cancer patients some
sense of control in restoring health and guality of
life. 'Saline breastUimplants are an imbortant
option for women who face breast cancer.
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Y-ME welcomes the additional data from the

j‘ , ;, 2  manufacturers, and hopes it will put to rest the
3 concerns many have expressed about breast implants.
4 I was diagnosed with breast cancer in 1995 and had
5 fa mastectomy and tissue expander. I received an
6 |implant in February, 1996. Reconstruction meant
7 |not worrying about how clothes fit; feeling whole
8 |again; not being constantly reminded of breast
9 |[[cancer and getting on with my life.
10 | I have had no problems or complications
11 jwith my implant sinqe my‘surgery;‘ywhile I'was
“12 eligible for TRAM reconstruction, I didn’t want to

13 |endure the major abdominal surgery and painful

wi4ﬁ recovery period. I wanted to keep those muscles
15 intact. Many women do not have this option at all.
iG They are too thin to have the needed tissue for the
17 | TRAM reconstruction. Even the latissimus dorsi or.
18 back-flap reconstruction usually requires an
19 implant.
20 If implants were not an option we would be
21 jJreminded daily of the mutilation to our breasts.
22 lEach woman who has had a mastectomy musﬁ“be allowed
23 Jlto pursue the best option for her, including breast

24 fimplants. At present, a woman who has had TRAM

w25 reconstruction on one breast is unable to have a
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second TRAM reconstruction at a later date if she
should develop cancer in the other breast. It is
imperative that we continue to have a choice, and
for many of'us implants are the only choice we
have.

Y-ME believes the availability of saline
implants is very important to women who face breast
cancer. It is the only uncomplicated option left
for women who desire an implant as part of their
breast reconstruction after the FDA's 1992
restrictions. It was very difficult for me to get
the implant I received in 1996 because of FDA
restrictions that required me to be in a clinical
trial.

This panel must abidemby the science when
evaluating saline breast implants. Do not allow
yourself to get diverted and side-tracked by
special interests. The National Academy of
Sciences Institute of Mediciné report was issued,
and the science is clear,f,The IOM”COnduCted an
exhaustive and definitive review of all the
existing research and found that there is no
evidence that silicone breast implants cause cancer
or disease. This report alsO~found'the:same
results for saline breast‘implants. ”U.S, Court!s
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- 735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666




sgg' R " 41

1 | National Science Panel and several European

2 |lgovernment scientific panels, including the U.K.’'s

3 |independent review«Qroup;‘iSsuedHSimiléfwfinding§} 7
4 Y-ME emphasizes the need for a widé‘rangé'

5 |fof treatmgnt options as each;womén must‘be able to
6 {{choose the option that best fulfills her needs. =
7 |Y-ME worked with FDA to produce accurate

8 [|information and uses the FDA and IOM breast implant
9 |information booklets when counseling women. When
10 it comes to the implant itself, women should

11 jJjunderstand that no medical device lasts forever.

12 Shunts, heart pacemakers, even artificial knees and

13 Jjoints have a limited life span and'pbséible local

14 | complications. Women should be aware of potential
15 jrupture and the need'for‘replacement.
16 Adequate informed consent;iS‘a key part of
17 |Jthe process. Doctors should discuss risks and
18 fbenefits in detail with their patients. Saline
‘19 fimplants do have a silicone shéll;'but‘ffcm the
20 Jexhaustive research on silicone implants, pointed
21 |fout by the IOM, we also know that there is no

22 Jconvincing evidence that silicone produces an

 23 immunologic response. The IOM states such diseases

24 Jlor conditions are no more common in women with

25 breast implants than in women without breast

MILLER REPORTING COMPANY, 1INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
' (202) 546-6666




Sjejel

BB

10

s
12
13
e
15

16

17

18
19
20
5
 220
23

24

42

implants.

In closing, I urge the cbmmitteeAfo‘act
based on the science alone. Breast cancer ig a
devastating disease. 1In the effort to resume our
lives, breast cancer'surviVOfS”hévé‘Ehéf%i§ﬁf“fo'ww“
select appropriate»and,effective’médicéiitherapies 
or devices. Thank you very much.

- DR. WHALEN: Thank you. Any questions of
Ms. Volpe? |

[No response]

Thank you, ma’an.

MS. VOLPE: Thank you.

DR. WHALEN: The next identified speaker
was to have been Ms. SybiI”GblafiEhﬂ'”T”ﬁﬁaéiétaﬁa‘“
it was by a videotape and that has not been abie to
be arranged; Is Ms. Goldrich in the audience? If
not, next then, from the Sheridan Group is Ms.
Cherien Dabis.

MS. MCDONOUGH: Ms. Dabis couldn’t be here
today.

DR. WHALEN: You are Msg. McDonough?

MS. MCDONOUGH: I am. So, I am going to
do part of her testimony and mine, if it is okay
with you, and try and covei'it all.

DR. WHALEN: It is just that each speaker
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gets five minutes.
MS. MCDONOUGH: All right; Ikwilivdo,my
best. The answer to yourkquestions are all no. I

actually am not representing any company, I am here
on my own as well so the answer is no to all of
those.

Good morning. My name is Mary McDonough,
and for tem years I played Erin on the TV show,
"The Waltons." After the show ended I c¢chose to
have breast implants because of the pressure I felt
within my industry to look a certain way.

It is a decision I now greatly regret.
Before going through the surgery I d4did do my
homework. I talked to,my friends who had had
implants and I talked to my doctors, and I read the
very little information that was available at the
time. Years later, I now realize that I made that
decision based on misinformation and I have paid
for that decision, like thousands of other women,
who have faced serious complications, ultimately
requiring the removal of a breast implant. I had
my implants in for ten years.

Like most Americans, I believed the FDA
and that if a product was FDA ‘approved or under a

study, it meant every precaution had been taken to

MILLER REPORTING
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1 Jensure the safety and effectiveness of the product.

':?j This naivete cost me my health, if not nearly my
3 J1ife. I have been diagnosed with lupus. But I am
4 jinot naive anymore.

k5 Two years ago I sat in this very room and

6 I learned that the process of the FDA that they use
7 Jto approve products is fundamentally flawed. I was
8 shocked to learn that my testimony, given on a

9 ||Wednesday, was irrelevant because the decision had

10“ been made on the previous Monday. It was a-mockery
11 lof the democratic process and, frankly, it made me
12 Jvery angry. But my anger has now turned to

13 jeducation and that is my purpose for why I am here

14 today because I want to share this with'yOu as the
15 ||gatekeepers of America’'s health‘and,safety, what we
16 jjhave learned in the past two years.

17 I will raise questions about the data that

18 |lwas used by this committee to approve those
19 ||products and I will point out grogs violations of
20 | the FDA’s own policies that allowed this product to
21 Jmove forward, and I will call intd gquestion the
:22"integrity of the manufacturers who produced thesek
23 Jproducts.

24 American women count on thé;FDAkand the

.25 Jladvisory committees such as this one, and to this
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day the women héﬁé\beéﬁfﬁééfiYVServéa‘Oﬁfthé iésﬁef
of breast implants. I hope that today we can start
to rectify that. Here are my three points:

First, saline implants were approved in
2000 under a cloud. Mentor“CorpOrétion had a
history of violations and warning letters regarding
good manufacturing practices and medical device
reporting, a history that has persisted through
today.

McGhan Corporation also has a long history
of violations of good manufacturing practice and
medical device reporting. Since 1992, the company
has received numerous warning letters from the FDA
for manufacturing violations that directly relate
to implant safety. This information is important
because it casts doubt on the integrity and
legitimacy of the manufacturer’s practices,
including their ability to conduct valid clinical
trials and, since as an advisory panel, you solely
rely on data produCed by the manufacturers, their
credibility and reliability should be critically
important to you. Yet, both of these manufacturers
were approved in 2000 for saline implantS'Without
discussion of the,historyfdf'the”manuféCturéré.wV“”

The FDA has an application integrity |
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policy. This policy allows FDA to halt or suspend
the approval process when there are significant
questions regarding an applicant’s data integrity,
or if there are concerns regarding a manufacturer’s
practices. By invoking this policy, it would have
been diffiéult, if not impossible, for these
manufacturers to bring their PMA applications for
approval under the FDA guidelines. I question, and
perhaps you do too, why this policy was not invoked
for these two manufacturers.

Second, the data regarding the reporting
of adverse events is suspect. I have learned that
there are serious discrepancies in Medical Device
Reporting, otherwise known as MDR, for both Mentor
and McGhan.

According to Mentor’s 2000 PMA clearance
letter from the FDA, they were‘requiréd to submit
MDRs under the identifier P990075 as part of the
conditions of approval and postmarket surveillance.
However, upon checking the reporting history, no
MDR has been filed under that identifier. Mentor
has filed MDRs for saline breast implant under
other'identifiers, however. In fact, the majority
of MDRs filed by Mentor have been under identifier
P940039, and that does not correspond to any
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735 8th Street, S.E.

- Washington, D.C. 20003-2802 ~ -~ - |

(202) 546-6666




sqg

10

11

-12
13

15

16

17

18
19
20
21

22

23

24

55

47

approved PMA in the FDA system.
We have found similar discrepancies with
McGhan’s MDR reporting as well. For example, since

1996 167 MDRs'have been filed for[McGhéﬁ:undéf
identifier K881044444€t«”This”idéntifiei”iS'not‘a
McGhan 510 (k) number;“It belongs to US;Déntél,mm“
Corporation’s Super Pik Massaging Pick for Oral
Hygiene. That was submitted to the FDA in March of
1988 and was cleared in May of 1988.

Under this system of surveillance, how are
we, or more importantly yoﬁ;kthe,EDA ainsQ;$, ev¢r 
to get accurate information on the complications
and the failure rates? Six months prior to the
approval of this product, the manufacturers of
these devices were given an exemption to report
adverse events for saline and silicone implants not
under the MDR system, but under the new alternative
summary reporting system. This exemption was made
despite the FDA’'s own policy not to use this
alternative for devices that,were‘appro&ed”Iess
than two years. Exemptions like this are curious
but th;y also’produCe daﬁgérous resﬁlts.

Looking at the data from the alternative
summary reporting system durihg,thé'Years cf 1999
to 2001, 34,356 adverse events were reported and
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filed with the FDA through the ASR_systéﬁ f6f\ | ’
Mentor and McGhan. Of those, 30,290 are for’saline
implants along, 30,000 adverse consequences. I
can’t help but thiﬁk if‘theée were penile implants
this matter would have been resolved.

Finally, the postmarketing data on saline
implants--

DR. WHALEN: Ms. McDonough, you neéd to
come to a conclusion, please.

MS. MCDONOUGH: Well, I guess you are
aware of the adverse events but I just wanted to
tell you that there were 30,000 adverse events
reported and it just doesn’t measure up with this
data, and I would like you to take a look at that.
It is so important for you to know so women can
know all of the information. If you could read
Cherien’s testimony, it is véry compelling and I
urge you to read it. She was a 19-year old girl
who got a saline implant for a defection which was,
a tumor in her chest;“‘Through’all the
manufacturers’ information she made this choice and
then had a ruptured implant which”caﬁsed‘héf“gféét”“
pain. So, please take a look at that and please
look at the data, and thank you very much for
letting me télkktoday. o | s s
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DR. WHALEN: Thank you. Arée there any
questions for Ms. McDonough? Dr. Miller? |

DR. MILLER: Thank you for your testimony.
What is the Sheridan Group?

MS. MCDONOUGH: I am here on my own today.
Cherien is with the Sheridéh Gfoupi”“Thé Sheridan
Group is a lobbying firm.

DR. MILLER: Thank you.

DR. WHALEN: The next speaker is Ms.
Cynthia Pearson, executive director, National
Women’s Health Network.

MS. BARON: Ms. Pearson couldn’t be here
today. My name is Tonia Baron and I will be
reading a statement on her behalf. I would like to
start by saying that the answer to all four
questions is no.

My name is Cynthia Pearson, and I am
executive director of the National Women’s Health
Network, a non-profit, non-partisan organization
that has been dedicated to improving women’s health
for more than 25 vyears.

The Network haskbeén examihing the séfety
of breast implants for more than a dozen years, and
our primary concern has been the lack of safety
information. When we first became involved in this

MILLER REPORTING COMPANY, INC.
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1 {|issue there were no studies of women in the =~

""f 2Q publishéd research literature. ~ATthough almost a =~

3 j§million women had breast implants, no breast

4 Jimplant had ever been approved by the FDA. =

5,' Today, there are quite a few published

6 studies on the safety of breast implants and saline
-7 |implants made by two manufacturers have been

8 flapproved by the FDA. Nevertheless, the Network

9 |lremains very concerned because there have been more

'110 than 150,000 adverse reaction reports to the FDA

11 jjfor women with breast implants, and there are still
12 ||lno long-term safety studies.

13 ‘ This meeting provides the first

'114' opportunity to revisit the FDA’s approval of saline
15 [breast implants since they were approved in 2000.
16 || The manufacturer studies were strongly criticized
17 by the FDA’s advisory committee two years ago
18 [because of the poor quality of their
19 | recommendation. One might expect that the
20 |manufacturers would have been grateful that their
21” implants were approved despite the high
22' complication rates and poor quality of the data and
23 would have, therefore, made Sure that their

24 five-year studies were better designed and

25 |analyzed.
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Instead, the new studies have many of the
same flaws as the previous studies, and the
response rate is even worse than it was at the PMA
meeting in 2000. I will not go into details about
the statistics because that does not seem
necessary. Anyone who knows anything about
research, and many who even know nothing about
research, know that you can’t lose 95 percent of
your sample and still have a meaﬁingful“Study.

When Mentor Corporation analyzed their
five-year follow-up data on only 60 of the more
than 1200 women who were enrolled in the
augmentation study, they did a disservice to more
than 400,000 women who underwent augméntation
surgeries since saline implants were approved in

2000, to you, the FDA advisory committee members

and to the FDA. There is no excuse for that kind
of shoddy research. 1In fact, it does not deserve
to be called research. It is meaningless data.

The fact that Mentor improved their
follow-up to 24 percent at the six-year mark shows
how little attention went into their five-year
study. But even a 24 perCent response rété is much
too low to be meaningful. A response rate under 50
percent raises more questions than it can answer.
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Are the other women dead.or alive? Are they
healthy and happy or sick and seeking medical care
elsewhere? We don’t know the answers to these
jauestions so the data can’t really tell us about
the safety of implants.

The McGhan data ‘are a little better. Like
the Mentor study, they manipulate the data to make
it seem that saline implants are safer than they
"reallyvare. Both Mentor and McGhan made note of
the women who had both their implants removed, but
they are not included‘in;the,Complication‘rate
“data- Instead, they are apparently excluded from
the study as if théy never existed or, worse, as if
they are satisfied with their implants or have the
same complication rate as everyone else.

Even with this highly inappropriate data
manipulation, approximately one out of every three
McGhan augmentation patients are described as
undergoing additional surgical procedures, an
average of more than two additional surgeries per
patient.

Consumers deserve an FDA that keeps unsafe
or ineffective medical de&ices;off'the"mapkgt,k

They also deserve accurate information about the

long-term safety of medical implants that are

MILLER REPORTING COMPANY, INC.
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intended for long-term uSe. 1In the case of breast

N,

implants, the manufacturers have failed to conduct

meaningful long-term safety studies and, as a

{19

result, consumers are continuing to buy implants

n

that are FDA approved but are not necessarily safe.

(o)}

All we do know is that breast implants =

have an extremely high complication rate, higher

-

‘0.

than any medical product I can think of with the

)

exception of a small number of life-saving products
10 Jlused by patients who have no other choices. Even
11 | the misrepresentation of data does not hide that
12 f{fact.

13 On behalf of the National Women’s Health

'12“ Network, I strongly urge this advisory committee to
15 |speak on behalf of the millions of consumers who

16 jlare not able to come to this meeting but who look
17 jjto the FDA to protect them from harmful products.
18 JIf this advisory committee doeS”not"vehehently

19 Jcriticize these studies and the manufacturers’

‘20 misrepresentation of their own research and urge

21 |fthe FDA to take a stronger watchdog role, breast
,22 implants will never be improved and accurate and
23 finformative research will probably never be

24 conducted.

25 DR. WHALEN: Thank you. Are there any
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questions? e
[No‘respénsel_
Thank you. Next, we will hear from Dr. V.

Leroy Young, from the American Society of Plastic
Surgeons. Dr. Young?

DR. YOUNG: In answer to the questions, I
am a practicing plastic surgeon and breast implants
are part of my research and part of my income. I
also receive funding from several of the
manufacturers and have served as a consultant for
several of the manufacturers, and my expenses to
travel here were paid for by the American Society
of Plastic Surgeons.,fi'am”nOt‘involved in any
litigation.

What I would like to do with the time that
I‘have is present work‘that‘the American Society of
Plastic Surgeons and the work of the Plastic
Surgery Educational Foundation has either conducted
or funded to try to understand the performance of
breast implants and the risks and benefits that
patients derive from them.

I have provided a written copy of the
slides which we have here, and I will tell you that
we have a lot more information available that we

would be glad to share with you but, because of the
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limited time, we coulda’t PUt all of that ints a
presentation. I apologize thatitﬁiéLisfﬁakihgwséw
long.
DR. WHALEN: You might want to start with
your remarks because the clock is ticking away.
DR. YOUNG: Well, what I want to emphasize
about this is that our organizations afé“primafiIY"
interested - in patient advocacy, research and
education. We have‘madefa’regl’éffort tQ'imprbv¢“
patient advocacy in the last two years by
initiating a national breast implant registry.
This was done by Plastic Surgery Educational
Foundation because we felt that it was the right
thing to do for patients. We also felt, because
there have been lots of concerns, some of which we
have heard today about thé”quality ofWtésénghj ”
that there should be independent data that is not
sponsored by the manufacturersWavailablé”for
patients and for surgeons. This registry provides
a source of that data, and it provides it in an
ongoing, timely fashion and we publish it on a
regular basis.
This registry, as I said, was founded in
July of 2000. At the present time we have almost
4000 patients enrolled in it. FrOmkthié;fWé”are
MILLER REPORTING COMPANY, "INC. ~~ "~
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1 |learning things about the inCiSioﬁéiEhéE aféWﬁ§eé “

2 [to insert the implants, the type of implants that

3 fare being used, the position they are placed in

4 | but, more importantly, I think we are learning a
5 [1ot about why reoperations occur and how often they
6 ||occur. From that, we are implementing steps to try
'7 to decrease the reoperation rate.
'8 In May of this year we also began an
9 Jinternational registry that includes most of the =
10 |countries in Europe and South America, and we feel
11 jthat this is important because this is going to Iet
12 Jus accrue data more rapidly. It will let us make

13 jcomparisons of different groups of surgeons, and it

14 will let us learn about different types of

15’ implants.

»16 We are also working on informed consent,
17 Jand we are working on that in two ways, by

18 administering a survey in surgeons’ offices and by
vlé" posting the survey on the implant info web gite.

‘26k The beauty of this is that it allows women to
»2i comment either positively or negatively about their
22 “results and they are not under the influence of the

23‘isurgeon's office when they do that. It is a

24 ldetailed questionnaire that goes over preoperative,
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just as examples, we are learning how the size of
the implant was chosen and what we have seen from
that is that today’s patients are much better
educated. They are taking an active role in their

medical care. As you can see from the slides I

lprovided you, the surgeon and the patient decide

together about size in 81 percent of the cases.

We are also trying to survey how
responsive”surgééﬁéjéfé”tb“pétiénts; Ffomwthat; we
have provided you data that 79 percent of the
surgeons prepared the patient for what to expect,
and 83 percent took time to answer the questions
the patient was interested in.

We are also trying to assess did surgeons
inform the patients about the potential risks. We
have heard criticism of that today, and you can see
that we are getting good data on that and that the

majority of surgeons are apparently informing

|patients of most of the risk, but we neédwtéwﬁéfﬁ”mm”

harder to get this to be 100 percent raﬁher than
70-80 percent.

We are also‘getting data on the impact on
life and we can see that there are’sevefal positive
impacts from that. One of the big issues at the
last panel meeting was related to pain. One of the

MILLER REPORTING COMPANY, INC.
735 8th Street, §. E.

Washlngton, D.C. 20003 2802
(202) 546 6666




sgg

- .25 fapply the principles that we have learned as a

10

11

12 -
.13
14

15

16

17

18
19
20

21

22

23

24

58

things we have done is shéw, in a survey, that a
significant number of women who don‘t have implants
have pain, approximately 48 percent. We have also
looked at the pattern of pain and how implants
affect it. From this survey, it appears that
implants don’t affect the pattern of pain but in a
small percentage, 13e15'percentt‘it is more severe
and it occurs'more'frequéntly.' So, Biééstfimﬁiéﬁféwm
do have an effect on that.

Another issue was nursing. We hav¢”seen
from the survey that about equal numbers of
patients had'children“and'haa é“hist6rywdf“nﬁrsing :
before and after augmentation. The problems that
occurred with nursing were similar in the two
groupslof patients but they did not appear to be
any worse in the patients who nursed after
augmentation. So, we are getting a lot of useful
informatioﬁﬁfréﬁwfﬁiéynm“W_,WVMMMmeWJMM‘MWMM

One of our main concerns is the report in
the literature that one in five women who has an
augmentation has a second operation within five
years. We are trying to decrease that and learn if
that is really trde.  We héVe doné”bhé‘éﬁﬁa§[WWHiéh”\

we have just completed, whiCh‘éhowthhaf‘iffyddV
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result of these studies that I am mentioning, we

can at least cut this rate to ten percent, and we

think we can decrease it even further.

Furthermore, we are funding research all

over the world. We have two studies in Finland now

on rupture and local complication, and we are
; looking at the frequency of etiology of
reoperations, as I said. We have just completed a
betadine implant related study, and we have funded
a Center for,DevicewRetxi¢V§l;AQ§lysiS which
focuses on breast implants.

PSEF and ASPS are committed to the

patients and we are committed to understanding

these things, and I will be glad to try to answer
any gquestions you may have.

H
DR. WHALEN: Thank you, Dr. Young. Is

PSEF separately incorporated?

DR. YOUNG: Yes.

DR. WHALEN: Does it receive any grants or
funding from the manufacturérswdi}séligéHP¥§§§E_M;_W¢
implants?

DR. YOUNG: It has in the past, yes,
indirect funding.

DR. WHALEN: Do you have any idea what the

dollar amount of that is?

(202) 546-6666
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DR. YOUNG: Early in the “90’s I think =

there was altogether about six million dollars. =

That amount has remained constant over the past ten

years or so, other than the funding that we

received for the betadine study which was about .

"1$30,000.

DR. WHALEN: Thank you. Are there other

Il guestions for Dr. Young? Yes, Dr. Dubler?

DR. DUBLER: Thank you very much for your
presentation. I have a question. Do you and
members of your organization advertise about breast
enhancement?

DR. YOUNG: Yes. .

DR. DUBLER: You do? And what is the goal

of that advertigement?

DR. YOUNG: I think in most instances it
is to encourage people to inquire about it.
i

DR. DUBLER: To inquire about it, and

maybe to go ahead?

DR. YOUNG: If it is appropriate for them,
yes. |

DR. DUBLER: _And, what would you say the
goal of an informed consent process is?;

DR. YOUNG: To educate the patient

sufficiently that they understand the risks and the

MILLER REPORTING COMPANY, INC,.
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benefits of the,proéedﬁie5¢r:§r§§§ménﬁW§9gﬁh§EWFheY

can make a decision that is appropriate for them.
DR. DUBLER: So, that sounds like an

even-handed process.

F' DR. YOUNG: Yes. .

DR. DUBLER: Is advertising and marketing

an even-handed process?

DR. YOUNG: No.
DR. DUBLER: Can a person;who,dées,onédeu,,
’the other equally well?
DR. YOUNG: I believe so.
DR. DUBLER: Thank you.
ﬂ DR. WHALEN: Other guestions of Dr. Young?
[No response]
Thank you. Next, we are to hear from Dr.
Laurie Casas, from the American Society for
I
Besthetic Plastic Surgery. Dr. Casas?
DR. CASAS: Thank you. First I will
answer your four questions. I am a board-certified
plastic surgeon and;hayewbéenwinwpliﬁiq§lﬁpractice
for 12 years. I have managed hundreds of patients
fwith breast implants and, therefore, a portion of
my income is derived from breast implant surgery.
My travel expenses to this_hea;;gg were'paid‘for by
“the American Society for Aesthetic Plastic Surgery.
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E. '
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1 |1 am currently chair of the Society’s
§ "2 |communications commission. I have mno financial
Hﬁ ties to any implant manﬁfacturer.m I am neither a
4 f|witness nor a party in a pending 1awsuitkrelated to
S breast implants.
6

I am here today on behalf of_thgkmaqy
7 |thousands of patients who tellmuﬁ_thaﬁmbrﬁaﬁt“

8 implants have'madeké,positivéodifference in their
9 lives. I am assooigge professor of surgery at
10' Northwestern University‘MediCal'Sohool; I have
11 fco-authored a book on breastvsqxgeryl and am

12 cur;ently a participant in a multi-site

13 [investigation of patient satisfaction“following

 oi4® cosmetic procedures.
15,ﬂ Given the proven level of safety and
16 [lefficacy of breast implants, the American Society
17 for AesthetiquPlastiowguygery iskin fullksupport of
18 jthe FDA's approval of these devices, along with the
19 ||FDA’s continueduoyersight.' Members of ASAPS, who
20 are:all board-certified plastio surgeons, welcome
21 jthis oversight for two reasons:
22 First, to ensurée that the collection of
23 dapa on breast implants iswongoingkand, secood,

24 that women considering the prooeduré haﬁe the,

25 |benefit of the most current information.
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Part of ASAP’s mission is to provide
accurate information to the public. We do this
directly through our web site, and also through our
members via patient education and informed consent.
Informed conée@t occurs when patients are

provided with all the facts and information

necessary to make an educated decision to proceed

with a medical treatment or surgical procedure.

Full informed consent is in the best interests of _
both patients and physicians.
| ASAP’s members are patient advocates. We
feel that patient education, safety and
satiéfaction;are of primary importance. We:believe
strongly that a woman’s right to choose breast
implants is paralleled by her right to be fully
informed about the risks,and’thé benefits. |
The Society offers continuing education to
its members, providingfipfgrmatiéﬁ;toLééS?st;FhﬁﬁwV
in evaluating and judging the appropriateness of
their patients’ motivations and expectations.
Thefefore,'we believe that patients with
inappropriate motivation or expectations should be
counseled against surgery. | |
There is a growing body of}e?idence that
suggests that cosmetic surgeries, such as breast
MIL#ER REPORTING COMPANY, INC. o
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augmentation, lead tofimpioVement'inﬁat”;easp”thxge
areas of psychological functioning: body image,
quality of life and depressive systems.

The research arm of the Society, the

Aesthetic Surgery Education and Research .

| Foundation, has recently funded a multi-site

outcome study on patient satisfaction following
aesthetic surgery. This study will provide
additional important data’oﬁgtﬁatycriﬁiéal subject.
| An increasing number of women today are
choosing breast augmentatioh’té énhanﬁe,thﬁi?m%wwxw
appearance, over a'millicn,wgmen;;n,thg past’decade’
alone. Most meeﬁ'seekigg,breast augmentation come
to plastic surgeons for two principal reasoms.
The first is a.woman who finds that her
once normal breasts have lost considerable volume
following pregnancy and lactation and are not in

proportion to the rest of her body. The second

reason a woman comes to;uswformbreasp“augmentation
is if she has grown to adulthcédﬂwithAHQWQ§§§§EWMw.
development. She feels her breasts are out of .
proportion.

' The change in how she feels about herself
after surgery is dramatic. I have seen lives
transformed by breast augmentation.w‘TheﬁtyPical

MILLER,REEQRIINGHQQMPAN¥4,INC-
735 8th Street, S.E.

Washington, D.C. 20003-2802
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1 [breast augmentation is usually a woman in her 30's,
"2 |lmost often she is married and has children. She is

3 a responsible‘adult with a family, career and
4 |lnormal life.

5 Women have to overcome tremendous
6 |obstacles to have breast augmentation, from

7 societal prejudice to a wealth of misinformation.

8 The fact that so many seek it out speaks to its
“strong desire. Satisfied patienté'hdvébéreatéd the

10 {popularity of this procedure, and research has

11 shown that the vast majority_ofngmen th have

12 ||breast augmentation would make the same choice

13 again.

vi4ﬂ The high satisfaction rate, and the
15 detérminatioﬁ of so many women to undergo a surgery
16 "with the knowledge that it is not a perfect
17 Jjoperation, suggests just how deeply the benefits
18 are felt.
19 Members of ASAPS believe it is our
20 |lresponsibility as health professionals to provide
21 Jaccurate and up-to-date information by which a
S22 patient can exercise heruright to infdrﬁed éonsent.
23 |We welcome the opportunity tvaorkbwith:ﬁhe FDA'dndk
24 jwithin the FDA guidelines toﬂaghieve4this goal.
ghﬁ , :25' The American SQciety’for’Aesthgtic‘Plastic
MILLER REPORTING COMPANY, INC.
7735 8th Street, S.E.
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1 Surgery, and its 2800‘bgardfcertiﬁiedwplastic
2 surgeon members and candidates, are committed to
3 this proéess.
4. DR. WHALEN: Thank you. ‘Any questions,for
5 |pr. Casas? Dr. Dubler? . .
6 DR. DUBLER: Thank you very much for your’
7 testimony. Do you advertise?
8 DR. CASAS: No. . ... .. ..
9 H DR. DUBLER: Do your‘colleagues’in your
10 oiganizationwadvertiﬁe?;
11 DR. CASAS: Yes.
12 | DR. DUBLER: Why don’t you?
13 DR. CASASQ Ifhavg;neigxwhﬁém§h§ 9§¢4mtéémwm
k I have a very busy practice and for me, personally,
15 “the,value of spending the money to market is not
16 jjobvious to me; I don’t see a value.
17 DR. DUBLER: Are there any commonly done
18 |plastic surgery interventions which you don’t dok
19 |because you think they are not for the benefit of
20 paﬂients?
21 “ DR. CASAS&"You,have;powbgwmgaémgpecifié-
22 ||I am not sure what you are asking.
23 DR. DUBLER: ,Liposuction?
24 DR. CASAS: Could,yoﬁ rephraséjthé
25 Jquestion? |
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DR. DUBLER: Are there any commonly done

”‘plastic surgery interventions which are not part of

your common practice beéause you think they are not
for the benefit of patients?

DR. CASAS:”HInterveqtionsdtypically‘mean
you are intervening with a past procedure.

DR. DUBLER: I am,sorry,’surgical
"interventions;

DR. CASAS: Well, surgical procedures, are
ﬂthere any surgical proéédufes:tha;‘l’don{t perform?

DR. DUBLER: CorreCt,

DR. CASAS: Why?

bR. DUBLER: Because you think they
genérally don‘t help patiehts, atévhotkiﬁ’thek
interest of most patients; the data don’t support
their effectiveness.

DR. CASAS: You are asking a question that
can‘t really be answered. I mean, thexre are
thousands of different procedures that we can
peiformkas plastic surgeons to mold and reshape the
body, and we don’t have a list. You know, there
are pros and conskforré§ery;aifféfeﬁt‘p£OCedure’and
you‘individualize’with‘each patiént.  SQ,>it is not
like general surgery where YOu_have'hernia,repair,
gallbladdere—you'know,ia list. We haVe:thQuSandS
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of procedures,thatUWe,perform;‘small, laige,
somewhere in between, and we individualize.

DR. DUBLER: You said that patients with
inappropriate expectations are discouraged from
having surgery. Why? |

DR. CASAS: Because the most important
interface that we have with the patient is the
process of informed consent. So, it is our job and
our duty to prepare patients for procedures. The
interview process is very stralghtforward The
patient presents with a particular body part they
are not Satisfiedewith-u,Wﬁ-télK‘EP them about . .
their motivation, their present health status, and
then provide them with alternatives. On that list
of alternativesmis,npthgm@%mé,procedure; and that
is part of the informed consent. So, if in the
process of informed consent, as a physician, we
feel that the motivation is inappropriate, their
health status is not adequate, we woﬁld counsel
them against the procedure.

DR. DUBLER: Are you aware that some of
the more recent studies on informed consent, the
empirical studies,_show_that papients inegeneral

think that the informed consent process is to

protect the doctor and the institution, not really

MILLER REPORTING COMPANY INC
735 8th Street ‘S.E.
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1 to inform them?

N

DR. CASAS: I am not aware of those ..
3 studies. |
4 DR. DUBLER: ,Thank you.
SJH DR. CHANG: Dr. Casas, I have”quuestion
’6 kthat may be a,litﬁle“diffidultw§9g§Q§W§?J but if in
7 lthe informed consent process, let’s say in the
8 |patient brochure, or if every plastic surgeon doing
-9 Jthe counseling, came right up front and said early
10 idata‘fromwma&nuﬁﬁqtuxﬁxswgpggests that three to five
. ;
11 |percent of these implants may fail”withinwthxgewwnw_w
12 years, or that one oﬁt of five(patients may feqﬁire

13 |la reoperation, in your opinion would the rate of

y
4

14 | breast augmentation stay the same, or mightuitmgg‘
15 down?

16 | : DR. CASAS: It;ié,an in£§§¢§§én9 queétion
17 |because those are the statistics I give patients
18 F|andthey still want breast augmeﬁtation:and breast
19 reconstruction with implants. I think women are
20 |[|looking for a choice;inwch@nging’theirkbody

21 fstructure, and for the breast we either have

22 |implants or your own tissue, or a combination of

23 flthe two. So, we are limited by the choices. So, I

24 [think patients evaluate always the pros and cons of

~j25 all their choices, at least in my office and my
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practice, and‘Ifthink KSAP$fdQ§S_ﬁh§§@%§§,FQ%CH??_WH,
that in a very, veiy étraighﬁfofwafd'way: There’is'
absolutely no opportunlty in our minds that a.
patient chooses,anu0peration‘without fuLl,infoxmed ‘
consent. It is critical in the process.

DR. CHANG: Thank vyou.

-DR. WHALEN: Thank you. ‘Théwpegt’ton
speakers that have been identifiedﬂpQwuswareAbpthw
from WIN Against Breast Cancer, Ms. Mullen and Ms.
Crigler. As I understand it, Ms. Mullen is’nop‘;
gOing'to be present and Mr. Crigler was’to’read her
statement. What I am going to ask is that Ms.
Crigler go ahead with her own remarks at this
juncture and then, at a later point in time I will
call her back, as time allows, to read Ms. Mullenfs
statement. Ms. Crigler?

MS. CRIGLER: GoodAmoppipg.' My name is
Sheila Crigler, and I am truly blessed to be here
today to present my perspectiVe on‘saline—filled
breast implants. I amtin,noPWay receiving
financial compensation from”any implant
manufacturer, nor do I have a pending lawsuit.

I am here as an official person for
Women’s Information Network Against Breast Cancer,

the acronym being WIN. It is a national non-profit
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Washington, D.C. 20003 - 2802 L
(202) 546- 6666




sg9

10

11

12

13

i 1 4“1"

15
16

17

18

19

20

21

22

23

24

25

71
organization, founded by president;aﬁduCﬁQ*Bgtsy
Mullen. Other hats I wear, I co-facilitate Women
Reaching Women, a support group for breast cancer

|| survivors. - Not only doUI hope to speak as an
advécate, but mainly as a breast cancer survivor
Jfwith saline-filled breast implants.
| ' Most of us have»heaththa;‘life_hegins at
50. A few weeks after turning 50, I received;a
teléphone call from‘my éurgéon atrthat‘ﬁime;
“regarding my recent mammogram. To him, it was a
routine telephone call, but telling someone you
have breast cancer over the telephone is anything
but to the person on the other end. Life begins.
There were tons of information to plow
through; decisions to be made. Would I live or
Pdie? Intraductal carcinoma in situ, the,medical
jargon; milk ducts clogged with cancer;’the
layman’s jargon. My onlykoptiépwwas a complete

mastectomy. A woman never considers the .~~~

possibility of losing a breast——more decisions and.
possible choices. AArealizaiiQQ w%$m§h§E$b£§é§E§me
Ildo not define Sheila but breasts do give Sheila
definition.
A consultatibn withm§Wpléétic éﬁfgeon
brought sunshine to a dim horizon. I was a good
MILLER REPORTING COMPANY, INC.
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candidate for reconstructive surgery with

saline-filled implants. More choices.  For

symmetry, I opted for the removal of the,rgmaining
healthy breast. This was a very personal decision

and it is not for everyone. If I could prevent the

possibility or probability of breast cancer in the

remaining breast, it was worth it to me to give up

J|my other breast.

The operation was a success, and the real
bleésing came When it,wéé leérnedhtheté@waSth;ahy
involvement in my lymph nodes. “That meant,no"
chemotherapy or radiation. My breésts wére gone
but I got to keep my hair.

It was’over a year from the cancer surgery
before reconstruction would begin. I was amazed to

learn some survivors cannot look at themselves in

the mirror after surgery. Imagine a billboard, as
I called it, in place of mounds that once defined
“womanhood,

There are differentﬁtypes of
reconstrudtivé'surgeryA with saline-filled breast
implants being one of thewleaspwggmplicatéd in
regards to length of s@rgeryyand,recqvery, If a
rrupture were to occur, the body will absorb the |

saline and release it out of the body. 'TheAlack of

~ “ MILLER REPORTING COMPANY, INC.
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choices is what creates problems.
Women need the:opportunity to make

informed decisions. There is no one particular

,)thing that works for everybody. Choices again. A

few with strong issues against a situation should

never be the deciding factor for the,masSes.u The

need is to inform consumers and not remove choices.

I My reconstructive surgery was a success
and my saline-filled breast implants are truly a

part of my body by now. It has been almost six

|| years since my permanent implants were put in

place. That has created afcpmp1etion,of'a circie,
I began with breasts and have ended with breasts.
Now: I can smile at a newly diagnosed patient and
show them that this is the face of cancer. I can
proudly display my saline-filled breast implants
that say that there is hope. “ |

It would definitely be a travesty if this
particular choice were removed. Hope is what a
person does not have when she tells you she WOuld
rather die than have her breasts removed. We did
not choose to have breast cancer but we can choose
to have reconstruction. A Wéman’a ti§h£ to éhOosé
is what is at stake here today. I feel:so strongly

about this issue that I left my mother, who is

'INC."
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hospitalized in Los Angeles, to make the trip here
to express my concerns regarding the ongoing study

of saline-filled breast implants. Thank you. Are

”lthere any questions?

DR. WHALEN: Thank you, Ms. Crigler.

MS. CRIGLER: Thank you;

DR. WHALEN: Next is Dr. Diana Zuckerman,
from the National Center for Policy Research for
Women and‘Familieé;r : | “

DR. ZUCKERMAN: Thank you. The answer to
the four questions is no,'apdrlidpnated my time‘to
be here today and traveled in my own car.

My name is Dr. DianakZuckerman, and I am
preéident of the National Center for Policy
Research for Women and Families, which is a
non-profit, research-based organization that
explains medical and scientific information so that
it can be used to imprqve the health and well being
of women, children and families.,

Our research center works on a wide range
of health issues, with particular attention to the
safety of medical products. Unfortunately, as the
new researqh_on“hgnmgngkwyepiacemeht thérapy has
reminded uS@'manufacturers’{Cléims about medical

products are not always suppprted by research. Our
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goal is toc balance the hype by scrutinizing the

research and determining the facts, whatever they

might be.

In thevcase,of‘breggpwimplants, the more

fthan 150,000 adverse reactions that have been

repérted to the FDA are;ingopsiﬁtgntmwithﬂﬁgewm_“W-
manufacturers’ claims;thatAimplants areivery safe
and that implant patients are so satisfied that
even when their implants*break’all they‘want to dQ
is replace them with a larger size. So, we have
used our expertise in epidemiology, biostatistics
and public health to carefully scrutinize the
research.
I was at the FDA advisory committee

meeting when saline implants were approved in 2000.
For those of you who weren’t here, I want you to
know that the advisory committee expressed a great
deal of concern about the extremely poor quality of
the research and about the exceedingly high
complication rates. And, I Was here tohhgar‘the
shocked gasps in the audience when the advisory
committee voted to recommend approval despite their
very strongly expressed Cdncerns,

| The AdViéory‘céﬁmitﬁeé recommeﬁdéd’
approval with the,caveat,thatwlgng—term'Safety data
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and better studies be required of the
manufacturers; I am sorry thatkﬁany fothosé
members are not here today because I think they'
would be very disappointed that the manufacturers
madé many of the same mistakes or

misrepresentations in their data this time that

| they were criticized for two years ago. In fact,

as a former college professor, an@H; useq ;q téach
research methods and statistics courses, I would
have to say I would flunk anybody who wéuld provide
a statistical analysis like SOme’éf'the ones that I
saw in these studies.

I want to use the words of former members
of this advisory committee as well as other
statisticians. Since we haven’t had the
opportunity to hear the data yet this morning,
having our public comment before it is presented, I
wanted to use some of their_own(ﬁdrds to criticize
these studies that you are going to be discussing
today. For example, Dr. Brent Blumenstein, who was
the statistician on the advisory committee last
time, clearly stated that the McéhanﬁbrésentétiOns
did not meet the standards of “gqbd, peér—reviewed
articles" and spedificéllf"statedwthat—41blove,this'
one--"accuracy is not manifest in the presentation
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of the data."

The FDA statistician, Telba Ireny,
specifically criticizea using Kaplan—Méier analyses
when so many women are lost to follow-up and the
reéearchers don't knOw‘if thoée,who dropped out are
similar to those who are in the study.

Both these statisticians criticized the
large number of patients who were lost to follow-up
in the studies two years ago. Of course, the new
data presented today show even more women lost to
foilow;up. | B

In the Mentor study two years ago, Dr.
Blumenstein criticized:the‘companY"fdr taking
patients out of the analysis if they had their
implants removed. He said, "this is an extreme
limitation and misrepresents the data." He then
concluded by saying, "I cannot accept the accuracy
of any of the data here because of the limitations
I'm pointing out. I cannot feel good about any of
the data presented with respect to accuracy and
gijing that ihformation to“an individual patient
and having that patient understand what the real
risks are."

Phyllis Silverman, WHb wés thé fDA” ‘

statistician two years ago, stated that, "because
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of the approximately 50 percent loss to follow-up
with the large, simple’trial,’the'abili;y to draw
meaningful conclusions from this trial is limited."
I fully agree with those statements, and it is
obviously even worse for the new Mentor data which
actually had 95 percent--95 percent loss to
follow-up at five years, and 76 percent loss to
follow-up at six years. Even if the rates continue
to get a little higher; and I see that Mentor has
made some efforts to do so, a response rate under
50:percent'cannot”prbvidé useful safety data.

DR. WHALEN: Drt. ZUCkerman,‘can‘you come
to conclusion? |

DR. ZUCKERMAN: Yes, I will speed up but I
guess I would respectfully request that I get as
much time--

DR. WHALEN: I.am sorry, we need to have
you conclude. Everybody gets their five minutes.

DR. ZUCKERMAN: Yes. I will just address
what Dr. Dubler said, wondering why the
manufacturers were unable .to afférd'good
researchers to do the research when they have, in
fact, spent millions of dollars to advertise in
every major woman’s magazine, including those read
by millions of teenégeféfi°”
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I have here a‘letter that;was,written by
tw0"congressmeh yesterday, asking that mémbers of
this committee be given information about two
things, the National Cancerylnstituté studies on
breast implants and I happen to bemoh the,advisory
committee for those NCI studies, and also ask that
you be informed of the criminal investigation and
problems with inspection reports.

So, I would just turn to‘ycu and say, and
I will give you a copy of that letter, as an
advisory committee, if”y¢u‘don'tkihSiSt on better
long-term research and on accurate reporting of
that research, teenagers and women will continue to
incorrectly assume that,breaét implantS'are,proven
safe for long-term“uSe; "I am not qUéétidning"
women’s rights to make choices about their own
bodies, but I am questioning whether they can make
an informed decision when there is no really
well-conducted safety research. Are there any
gquestions?

DR. WHALEN: Dr. Dubler?

DR. DUBLER: Have you reviewed the
materials which surgeons use to discuss with
patients whether to go ahead with implant surgery?

DR. ZUCKERMAN: Yes, and of coﬁrse;they
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1 ||vary a great deaI.V‘Oné”of the'prdbléms;'és'you“

-2 |lmentioned earlier, is that so many patients think
3 jthat even very clear warnings are really meant for
4 |liability reasons, not to protect them, th tq
5 lprovide information to them. But we also know that
6 [sometimes doctors give a written informed consent
7 but what they say to the patient is, you know, of
8 |lcourse, I Wouldn7t be dbing this if I didn’t think
9 it was safe for,you;'my experience is that patients
iO love their implants and most of'my“patiénté ére
11 Jvery satisfied. So, T think infbrmed‘cénSEnt;'39“
12 |lwe know, is a written version and then there is the

13 joral version and they can be gquite different.

14 DR. DUBLER: Do you think it would be

15 |lpossible, based on your reading of the data that

16 |have been produced, to devise an independent,

17 interactive, video-baséd informed éonsent process
18 [that really permitted a woman to scrutinize the

19 |fdata from the perspective of the Skepticél, not the
20 {|supportive? Would that be a possible process to

21 design?

22 | DR. ZUCKERMAN: I think so. I mean, we

23 | know that there are limitations of informed consent

24 ||but we have to do a better job than we,aré dOing

.;254 now. I think that your suggestion is an excellent

. 735 8th Street, S.E.
Washington, D.C. 20003-2802
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one because I think ifﬁthere was,an‘indgpendent
one, particularly if it‘waska’videotape;’
interesting and not these terribly long, boring
informed consent things that many people don’t read
or don’t understand or don’t know what to do with,
I think that coﬁld really make»g differgnce.

I have ho doubt that piasﬁic surgeons do
warn their patients about some of the risks, and I
guess my concern_ is that if they are warning‘about
capsular contréétufe) bu£ théy ifhafé‘ﬁbt
mentioning last year’s National Cancer Institute
study showing an inCreased rate of cancers and
deaths from certain cancers and respiratory
diseases among women with saline and silicone
breast implants, then I really question whether
they are getging infdrmed conseﬁt;Currently.

DR. DUBLER: Thélﬂ{ you.

DR. WHALEN: Thank you.

DR. ZUCKERMAN: Yes.

DR. WHALEN: Next is Dr. Jae Hong Lee,
also from the National Center for Policy Research
for Women and Families.

DR. LEE: Good morning. I am Dr. Jae Hong
Lee, a physician and the senior medical policy
analyst at the National Center for Policy Research
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for Women and Families. My response to all four
gquestions is no. ’ | | | -

The Institute of Medicine report on breast
implant safety identified reoperations and local
complications as the pfimary safety issue with
silicone breast implants.

In light of the serious concern regarding
reoperations and local complications, the
post-approval studies recenﬁlykreleaséd by Inamed
and Mentor are extremelyrdiséppOinting; Both‘
studies are poorly designed and executed, and most
likely underestimate the cumulative incidence of
complications.

I will discuss just a few of the more
gléring weaknesses of both studies. A major
problem shared by both the Inamed and Mentor
studies 1is the‘exclusion‘of,patients who havekhad
all their breast implaﬁts removed prior to the
three- or five-year study interval. One can argue
that these patients, among the earliest to have all
their implants removed, are the most important
group of patients to’study; ’Théy cértéiﬁly:should’
be counted as women with complications.

Excluding data from these patients
introduces an unacceptable postjentrykequusion
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bias into both studies. Sinceeit_seemsﬂlikely that
these patients were experiencing complications
rates higher than thoseeWho;did not have all their
implants removed, the overall effect of this
exclusion bias will be'tp serieﬁsly underestimate
the cumulative incidence of'complications.

Exclusion of these petients alee
invalidates the KaplanQMeier‘riSk estimates
feported in both studies. One essential condition
for using the Kaplan-Meier method is the assumption
of independence‘between censoring and outcome. In
other words, one must assume that the rate of local
complicationskandkreoperatiohs in the excluded
patients was similar to those who remained in the
study. Since the excluded patients had all of
their initial implants removed for one reason or
another, most likely due to complications, this is
not a reasonable assumption to meke. Usihg‘the
Kaplan-Meier method in this situation clearly
results in an underestimation of the cumulative
complication rate, a fundamental flaw‘in,both
studies.

The problem isfeempounded‘Whenfthe,reportS'
continue to cite the full number of enrolled
patients when discussing specific complications.
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For example, the Inamed’study enrolled 237
reconstruction patients but excluded 97 patients by
year five, for an actual follow~up of oniy 140
patients. Inamed then;reports;reoperations in 100
of the 237 patients over the five Yeafsrof
follow-up. TheeQuestien is whey were the excluded
patients counted ih the follow-up cohort? 1Is the
percentage of patients with reoperations 100 out of
237, or 42 percent, or is it aCtuelly 100 out of
1407 In contrast, Inamed conveniently excludes
the breast implant removal patients when
calculating their follow-up rate for reconstruction
patients. They calculated an expected follow-up
cohort of 175 by excluding 11 patients who had died
and 51 patients who had all their initial implants
removed. As a result, their follow-up rate of
redonstruction,patients was reported as 80 percent,
or 140 out of 175 patients.

As mentioned earlier, it is highly
inappropriate to exclude those implant-removal
patients from the study cohort . If those patients
are left in, the expected‘fellow—up eohort eonsists
of 226 patients, not 175, and the actual follow-up
rate for reconstruction patients is theh a'clearly
inadequate 62 percent.
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There are also signs that the Inamed study
is statistically underpowered.,FOr example, Inamed
suggests that because most of the confidence
intervals between five-year and three-year risk
rates for complicationS”overlap) the true rates may
noepbe higher at five years. They imply that it
may not be necessary to follow complications with
overlapping three- and five-year confidence
intervals in subsequent vyears.

A more reasonable interpretation of this
data is that the study is toe small and.
underpowered. Since even a small difference of
three percent represents over 6000 breast
augmentation patients, the post-approval studies
must be large enough to detect even small
differences in risk rates.

As bad as the inamed study is, the Mentor
study is even worse. The Mentor report
acknowledges that low response rate and the
differences between the responders and’the'
non-responders is a mafef 1imitati0nwof their1
study. I would’gd’fﬁrﬁher and'state,thétumost of
the data presented in the Mentor study is
scientifically worthless due to the’disturbingly
10W follow-up rates. ’
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Setting aside for the moment the very
serious methodological problems of both studies, we
find little comfort in the féported daté. E?en
taken at face value, the complication rates are
unacceptably high. For instance, Inamed feporté
five-year reoperation rates of 26 percent for
augmentation patients and nearly 45 percent for

reconstruction patients. As a physician, I find

theée complication rates to be completely
unjustifiable for a purely elective cosmetic
procedure. | |

The pdér quality quth¢ stﬁdieé clearly
indicates that both Inamed and Mentor have failed
to fulfill all the conditions'ofktheir’premarket
approval agreement. Furthermore, the reported
complication rates in both studies reinforce the
Institute of Medicine’s concern about local
complications and reopératioﬁs. rThese companies
seemingly lack the motiVation'to_perform“adequate
and apprbpriate safetyistudies as long as they can
market and sell their products as FDA approved.

So, what should be done? At the very
least, the FDA should require a black box warning
on all advertisements,noting that the manufacturér
,haé not adequately complet?d r§q9iredufiveer9r
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saféty studies. The panel shonldnalso necdnmend
that patient consent formSQinclude'a statement
noting the lack of reliable long-term safety data.
Another option would be to temporarily suspend
general distribution of these implants until better
safety data become available. |

The Inamed and Mentor studies leave many
guestions unansweredr”but”dqnmakédqlear_onen
important fact, right now, today, there are no
adequate data demonstrating the safety of saline

breast implants. Thank you.

“ DR. WHALEN: Any questions of Dr. Lee?
[No responsel

Thank you. Next, we have Dr. Susan Pope
"Helman on behaif of herself.

DR. HELMAN: Those handouts are a little
more detailed than what I,am;going‘to say. I am
shaking, sorry. Good morning. I am Susan Helman.
I live in Vero Beach, Florida. My reas¢n fbr Béing
here is to enlighten the FDA’s General and Plastic
Surgery Devices Panel regarding nhgkuseiqf
non-organic platinum in the manufacturing of saline
and’silicone medical devices and how I have been

affected.

H ' I will be brief.

MILLER REPORTING COMPANY, INC.
735 B‘th ‘Str‘éé!’:‘} S o o ‘
Washington, D.C. 20003-2802
(202) sac-ce66




599

oy

N ‘ -

Xe]

10

11
12
13

14

15

16

17

18

.19

20

91

22

23

24,

25

DR.'WHALENﬁ'“T"aﬁ”QBfryﬁfi”dbnfﬁfméanntc
exacerbate-- =

MS. HELMAN: ,:fam é6ffyf*the ahéwer’to‘all
those questions is no.

DR. WHALEN: Thank you.

MS. HELMAN: Your handouts include thek
specific terms and means by which my body specimens
werg,tested. I received breast implants in‘1990
and had them removed in 1992, less than two years.
Nine years later, in May of 2001,’samples of my
hair, fingernails, toenails, ﬁrine; blood, sweat,
skin cells and my left ax1lla 1lymph node were
obtained by ExperTox Forensic Toxicology
Laboratories in Houston, Texas for analysis.

On August 15th, 2001, a bone marrow biopsy
was obtained and sent out to ExperTox for dﬁring a
surgical procedure to remove a residual silicone
capsule remaining in my left breast and lymph nodes
in both breasts, thoracic-aréa, neck and under my

right arm. Samples of these tissues were sent to

|the University of Florida Diagnostic Laboratories.

The findings from the University of Florida were,
one, foreign material through all‘léyérs of
specimens; two, residual silicone adhesive; three,
foreign body giant cells and vaéublatedfhiétbéytééf'
MILLER REPORTING COMPANY, INC.
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containing silicone and polyurethane foam; and,
four, silicone granuloma.

The results;ermﬁExperTox Forensic
Labofatories;are,as;f9119w$; WﬁOl9~bl99@»platinﬁm
1542 pmo 1/L. I don’'t know what these things mean.
I just know that the level of platinum in a human
Ibody should be no more than zero. So, I am just
“going to give you the numbers, if that is okay.
Whole blood platinum, 1542; urine platinum 0.38;

hair platinum, 1.59; nail platinum, 2.88; sweat

,ﬁplatinum 3.85; bone marrow platinum 181.6 upper

ug/L. The oxidation states of the excised nodule
under the right arm were 2+, equaling 42 percent
and 4+ egualing 58 percent. I just had another
bone marrow biopsy taken two weeks ago. I got the
results yesterday and the number is 325. So, it

\

‘has gone up from 185.6 to 325.

In a comparison between this form of
platinum and the known platinum containing
chemotherapeutic agent cisplatin, it is known that
cisplatin has a cytotoxic and neurologic action on
the body and is an organic form of»a platinum
molecule whose properties are less toxic than the

free form found in my body.

Skin cells from my cheek were also taken

MILLER REPORTING COMPANY, INC.
735 8th Stxeet, S.E.
Washington, D.C. 20003-2802
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1 [|[for analysis and were exposed to the platinum taken

2 fout of my body, my own skin cells were exposed to
3 Jplatinum taken from my body and the results

4 'obtained clearly demonstrated acute, significant
5 toxic changes such as vacuolation and cell

6 ||degeneration, and conclusively established that I

8 platinum presently disseminated through my entire
9 ffluids and tissues.

10 I can only speak for myself, but I am an
11 fexample. This is how I have been affected and how

12 |my body has been affected. My body is basically

13 jkilling itself. There are many women, breast

14 |implanted women like me in these United States with
15 jdebilitating illnesses and extreme challenges too
16 [numerous to even list, but what we would ask is

17 Jthat the FDA panel be thorough in your

18 funderstanding of the manufacture and use of saline
19 |[breast implants since it is my understanding after
20 jlall this that the bags used in these devices

21 |contain platinum. Thank you so much.

22 DR. WHALEN: Dr. Helman, it has been ten
23 Jyears sincevygur implants were‘remdved?‘yIs that

24 "correct?

25 ' DR. HELMAN: That 1is correct.

MILLER REPORTING COMPANY, "INC.
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DR. WHALEN: 'Aﬁd, you said in your
testimony that at two recent points in time there
was a rather dramatic increase?

DR. HELMAN: That is correct.

DR. WHALEN: Has any healthcare provider
that you have interacted with suggested, in view of
that data ten years after these were removed, that
some alternative source of platinum than the breast
implants might be affecting you?

DR. HELMAN: They said only if I worked in
the platinum jewelry manufacturing industry or as a
motorway, like a turnpike person that takes money
on the turnpike, or pump gasoline would I even have
a trace of platinum in my tissues.

DR. WHALEN: But, I mean, a dramatic
increase at two points in time.

DR. HELMAN: I asked the toxicologist
about it yesterday morning When he gave me my new
numbers, and he said itkis possible that the
platinum molecules relocated after the removal of
the residual capsule that was left in my body. He
said, because the original bone marrow biopsy was
done on August 15 of last year and then, of course,
just two weeks ago, he said it may have relocated.
But I am going to be tested again in six months.
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DR. WHALEN: May I ask what your doctorate

is in?

DR. HELMAN: Metaphysics.

DR. WHALEN: Are there‘otherfquestions?
Dr. Doyle?

DR. DOYLE: The question of timing, vyou
said the residual implant was remoVed when?

DR. HELMAN: Last August.

DR. DOYLE: Thank you.

DR. HELMAN: Yes, ma’'am.

DR. WHALEN: Dr. Miller-?

DR. MILLER: Thanks for your testimony.

Can you tell me about ExperTox? How did you select

ExperTox in Houston as a place to have your
toxicology done?

DR. HELMAN: I read a paper that was

produced by Dr. Lakissa, along with a few other

physicians, back in ‘99 or 2000 and I phoned him
and asked him if he would consider doing a
toxicological study on me because I was sick. I
was really sick and I didn’t,know'why.

DR. MILLER: Are services like this not
readily available where you live?

DR. HELMAN: No, they aren’t. It is my

| understanding that mass spectroscopy--I have

MILLER REPORTING COMPANY, "INC.
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trouble pronouncing these things--and special
equipment is not readily available. I think there
are a few pieces of this equipment throughout the
country but they are kind of sparsely located.

DR. MILLER: Thank you.

DR. WHALEN: Thank you, Dr. Helman.

DR. HELMAN: Thank you.

DR. WHALEN: I would like to ask if Ms.
Crigler would like to return to read for the record
Ms. Mullen’s statemént.

MS. CRIGLER: The statement that I have
for Ms. Mullen is the statement from March of 2000,
which I am sure anyone here may not remember. It
would be repetitious. Ms. Mullen was just saying
that I could take full ten minutes just for
expedience sake.

Basically, her statement is mainly as mine
in that the saline implants gave her quality of
life. At that time, Ms. Mullen had immediate
reconstructive surgery and she, as I, feels that it
is really a quality of life issue for a cancer
patient, much different than an augmentation that
someone would request for body enhandement.Which,
as with any procedure, people have uSed;to excess
as far as the augmentation. That is my perception.
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1 |But for a cancer patient, we offer a different view

-2 fas this gives us a different perspective'on life.
3 As I stated, when women cannot even look
4 at themselves in the mirror because of the
,5’ mutilation with breast cancer, Dr. Susan Love has
6 quoted the only cure is slash, burn or poison.
7 JThey slash our bodies to remove the breast. They
8 fpoison our bodies with chemotherapy and they burn
9 {[them with radiation. After a woman has gone
10 fthrough any or all of these devastating treatments
11 Jyou are looking at an end result as to what she did

12 ||not choose.

13 The choice comes with an implant for
14 reconstructive surgery. This gives a woman a
15 different view of life. She can feel whole again.

16 T am sure people have noticed, whether you or

17 janyone on the panel has done it, when people

18 jobserve a female, most times the concentration is
19 on their breast for whatever.reaSOn. Women feel
20 |whole with bréast.k Fof S§me'women‘it is a dire
21 need. As we explained, most clothing is designed
22 by men for women, but it includes some space for
23 breast, whatever size.

24 I féel that it would feally be

25 flunacceptable if the study is not continued to give
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1 |women this option for whatevéer quality of life the

2 Jwoman may need at that time. Just have the choice

3 available.

4 DR. WHALEN: Excepting, of course, the

5 Jtravel question, do you have any idea of Ms.

6 Mullen’s potential responses to the other areas

7 |that are asked ofkall speakers? ”Is“there any

8 |conflict? Is she involved in lawsuits? Is she

9 lpaid by any company that is interested?
10’ MS. CRIGLER: No, she is not involved in a
11 [ lawsuit or witness. It is in her statement. She
12 is founder, CEO and president of WIN ABC, which is

13 Jthe Women’s Information Network Against Breast

 14N‘Cancer.
15 DR. WHALEN: Thank you. Any other

16 Jlquestions?

17 [N requnse]

18 DR. WHALEN: Thank you.

19 MS. CRIGLER: Thank you.

20 DR. WHALEN: If Ms. McDonough is still

21 |present in the room and if she wishes to read for
22 fthe record Ms. Dabis’ statement, and if she can
23 |also begin, if you know it, with what Ms. Dabis’

24 Janswers would be with lobbying companies she works

25 | for, and the like.
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1 MS. MCDONOUGH: She doesn’t work for a

2 "lobbying company.’
3 | DR. WHALEN: Oh, I am sorry, I thought you
4 Jsaid that in response to a question.
5 MS. MCDONOUGH: No, my response to thei
6 jquestion was that I came here by myself and I was
7 reading my own testimony; as is true with Cherien.
8 |If she had been here this morning, she QoUld have
9 ||been here on her,own‘and by herself.

10 DR. WHALEN: S¢, the Sheridan Group has

11 |nothing to do with either of you?

12 MS. MCDONOUGH: That is correct.
13 DR. WHALEN: Thank you.
ia MS. MCDONOUGH: That is correct. Thank

15 you’for clarifying thatf To the best of my

16‘ knowledge, all of the answers to the questions, the
17 four of them, are no.

18 My name is Cherien Dabis. I wanted to be

19 |here today to present to you information for women

20 jwho have receive and will ever receive saline

21 lbreast implants.

22 - I was born with cystic hygroma, a rare

23 {[|benign tumor of the skin consisting of a collection

‘24‘ of abnormal lymph vessels. At birth, a tumor the

25 {size of a grapefruit was perched on the left side
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lof my neck and interwoven with the delicate nerves

and blood vessels in my neck, chest, arm and
Junderarm. A series of surgeries at birth removed
the growth, but also necessitated the removal of
surrounding tissue, skin and muscle, leaving me
with excess scar tissue and half a%pectoral muscle.
"The_scar,tissue hindered‘thewrange of motion of my
left arm. As I developed, the asymmetry of my
chest became more and more apparent. My left
breast was significantly smaller than my right.
What I saw as a deformity led me to hate my body.
So, I decided that when I was Qld enough I would
pursue reconstructive surgery.

At age 18 I underwent tissue expansion,
followed by stage-two reconstruction with breast -
implants at Christ Hospital in Cincinnati. My
"plaStic surgeon reqommended\silicone gel implants,
but I had done my homework. I read about the
problems women had with silicone implants which, in
1992, led the FDA to restrict their use,
ironically, making silicone implants only available
| to women who were born with defects or those having
undergone méstectomies,

I assured my doctor that I did not want
silicone implants. He discounted my concern, but
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told me that the saline implants were a safer
option. If it leaks, he said, it is only salt

water. It will dissolve, leave your body and you
will be unharmed. But_chancgsﬂarﬁwthQEAiE,wenfﬁﬁwma»

leak. It will last forever unless you suffer some

major trauma to your chest, such as a car accident.

My doctor tried to convince me to have both of my
breasts,implénted- I refusedﬁwwIWSimply wanted to
correct my defect.

In Mary:of '96, my,chest was implanted
with a McGhan style 168 saline-filled breast . .
implant. Another_custom—madehimplant was inserted
in my arm to fill the cavity that resulted from my
birth defect. I thought at the time this implant
was also saline-filled.

Nearly four years later I began to
experience periodic pain and burning in my chest
and arm. The burning and pain eventually worsened

and my left arm became more and more immobile. I

knew something was seriously wrong. I w§§
experiencing painful capsular contracture. My
doCtor thought I would never bekable‘to<improVe the
range of motion in my left arm. Her recommendation
was to surgically remove the implant.
During the few weeks following my initial
MILLER REPORTING COMPANY, INC.
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1 appointment, the pain and burning in my chest

 2 worsened. I could not sleep at night because I

3 could feel the implant movingwaround, shifting’and

4 |painfully poking me. Then I had the ultimate

5 fbreast implant nightmare. I stepped out of the

6 [shower on June 1, 2000. I knew it had happened to

7 |lme. My breast was gone.

8 One week later I was in an outpatient

9 foperation room, terrified. Aftergfive:hgﬂxﬁwQﬁ_,”
10 surgery to remove the implants, I woke up to find
11 out’thatkDr.,Féng had removed one_deflégedksa}igﬁ,
12 |breast implant and the other device in my body

13 ||which had been a solid silicone block. ..~

1a My insurance did approve the procedure,
15 ﬁbut I still had to pay 20 percent up front, which
16 amounted to $2000, and I was required tp_stay in a
17 llhotel room for five days so that the doctor could

18 "monitor my progress and remove my drains. The

19 lJtotal cost of my trip was $3000. I had to take out

20 |la loan in order to pay for what the insurance had
21 [not covered.

22 Had I known the additional physical and
23 |emotional consequences of receiving breast

24 |implants, I would have made a different decision.

25 [When I opted for reconstructive surgery I did my
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homework. I read what little research was out

there. Only now do I know that the research that

iwas available was conducted by the manufacturers.
As a young woman and a consumer, I ask you

to require and enforce the most stringent

guidelines on the integrity of applicationsrand’of
the;manufacturexs‘submipging'applications for

device marketing approval and clinical trials. I
ask that long-term follow-up on the adverse events

I

be demanded of all manufacturers, with close

oversight by FDA. Only through this process will

lconsumers ever have access to accurate surveillance
data on complications and failure rates of breast

implant devices..

Until there iS.iﬁ?&ﬁti!ﬁmﬁgﬁ_manuf%¢?urﬁr5®_
to make better, safer and more effective devices,
women will continue to risk their health, their
future, and possibly their lives by choosing these

FDA approved medical devices.  Thank you.

DR. WHALEN: Thank you. I realize that.
was a reading of a statement but does anybody have
any gquestions?
[No response]
Thank you.
MS. MCDONOUGH: Thank you very much.
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